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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
on June 18, 2009. Applicants' arguments, filed June 18, 2009, have been fully 
considered. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 



Response to Election/Restrictions 
Applicant's election without traverse of Group (claims 27-28 and 33-49), 
myocardial infarct and fumaric acid dimethyl ester of formula (I) ester in the reply filed 
on May 09, 2008 has previously been acknowledged and is maintained. 

Claims 27-28, 33-49, 67, 70-73 and 84 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Previously presented claims 27, 28, 33, 35, 36 and 
42-49 have been amended to no longer read on the elected species and are withdrawn 
along with newly submitted claims 67, 70-73 and 84. Election was made without 
traverse in the reply filed on May 09, 2008. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 102 of this title, If the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 65-66, 68-69 and 74-83 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rye et al. (Am J Physiol Heart Circ Physiol, Vol. 284, 7 Nov 2002, pp. 
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919-926) in view of Joshi et al. (WO 02/055067, US 2004/0054001 is used as the 
English equivalent). 

Pye et al. disclose treatment of patients during myocardial infarction with NF- 
kappaB inhibitors, which was shown to decrease the amount of reperfusion injury (p. 
925, column 2, lines 41-44). Pye et al. differs from the instant claims insofar as it does 
not disclose the use of fumaric acid derivatives. 

Joshi et al. disclose the use of fumaric acid derivatives as NF-kappaB inhibitors 
and the treatment of diseases influenced by NF-kappaB (Abstract). Joshi et al. further 
disclose the fumaric acid derivative, fumaric acid diethyl ester (paragraph [0020]), used 
In the preparation of a pharmaceutical composition in an amount of 1 to 500 mg 
(paragraph [0021]); wherein the composition is administered orally and in the form of 
micro-tablets with an enteric coating (paragraph [0023]), encompassing claims 77-82. 
Joshi et al. differs from the instant claims insofar as it does not disclose treating 
myocardial Infarction. 

It is prima facie obviousness to select a known material based on its suitability for 
its intended use. Also, established precedent holds that it is generally obvious to add 
known ingredients to known compositions with the expectation of obtaining their known 
function. MPEP 2144.07. Therefore, it would have been obvious to one of ordinary skill 
In the art to have used fumaric acid diethyl ester as the NF-kappaB Inhibitor In the 
method of Pye et al. to treat myocardial infarction to achieve the known function of 
decreasing the amount of reperfusion injury motivated by the desire to use a compound 
known to be a NF-kappaB inhibitor as disclosed by Joshi et al. 
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Conclusion 

No claim is allowed. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANNETTE HOLLOMAN whose telephone number is 
(571 ) 270-5231 . The examiner can normally be reached on Mon-Fri 800am-500pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/N. H./ 

Examiner, Art Unit 1612 
/Frederick Krass/ 
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Supervisory Patent Examiner, Art Unit 1612 



